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Re: k(111279
ru'lde/Device Namei: Combiniation INeuromu1LSClar1 Electrical Stimulattor. Ilntcrftneniial

Stimla1Itor.' arid 'I'anSCUtaneCous Elctical Nerve Stimulator NModel
\1NxWt'e

Reau1Lliion Numl~be: 21 CER 890.5850
ReCLUlation NameI: PoxvCred muLscle stil~torl[
R~eg u Iatory Class: Class I I
ProdcIIt Code: 11P", GZJ. LIH
Dated: A tiatist IL 2011
Received:i ALIgLISI 12, 2011,

Dear Nilr. Atio Id:

We hIWve levieCeCCI your Section 5 10(k) premarlket not1ifictionl of intC.P to mar~ket thie device
rceerncedl above aind have dleterminled thle d~evice is substatllylI\ equivallent (for thle inldicationls
for Use stated inl thle eclosure) to 1lgally marketed predicate devices marketed inl interstate
commcec prcri to Ma ' 28, 1 976, the enactment dlate of the iMedical Device Amendments, or to
devices that have been rec lassi tied inl accordance wi th the provisions of the Federal Food, Drug.'anid Cosmetic Act (Act) that dIO not1 req ii - approval of a prernarket approval application (P MIA).
YOU may. there Fore, market the ceV ice, strbject to the general controls provisions of the i-vt. Thle
"ceneral controls proivisions of the Act inciLClue reqiremenClts or0 anlLI1 regListration), iStino0 of

devices. uood IM11antilac Lu ring" practice, I abeIi ng, and proh-ibitions agiainstI in is branding and
ad L~tril atonlUIese nlote: CD)RI-I does no0t c \'l jiat information rce[ated to conti-act Iiab i Ii t

wa ri-an ties. We r'ellinl ,in l',o i ho wev-cr, t hat device labeling muI~st be truthfur andI not mlis I cdin g.

I f\'l your icie is c lassified (see above) i nto ei ther class 11 (Special Con trolIs) or c lass Ill (Pi,A). it
may be SLibject to additionaltl conItrl's. ExAi Sting 1 1 majo regulationIs alfctingl \0o.it device canl be

fou1nd1( in) thle Code of' Federlal Reulations. 'itle 2 1, Parts 800 to 898. In) addition. F DiN may
fi~tbIi sh furltherC annlorin1cernents concernI no 1_1 youIdvice inl thle F-Cde-l Rec-ister.

Please be advised that FDA's issuance of', asubstaintial edIltiVaLenc1C determIlination0 does no0t meanl
that FDA has made a dleterinaiftionl thait \ Li devi ce complies \Vith Other requirements of the Act
or an1y1 Fedleral Statutes and iegu I at ions adCministered by other Federal agenc ies. YOU i t11st
comply with aill the Act's requirements. inclurdin~g but nlot limited to: renoistrahionl and listing (2 1
CFRL Part 807): Jlatbeling,_ (21 Cf'R Part 801); medical dlevice reporting( (reportineu of mledical
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device-i-eated advers e \'ems) (21I C FR 803); good m nnuIacttri ng practice rin i remen ts as set
forthl in the CIualy SYstems (QS) regulation (21 CFlt Part 820); and ifapplicable, the electronic
)rOCItict rnaliatiOnl control provisions (Sections 53 1-542 of the Act): 21 CUR 1000-1050.

IF von des irec Ci ie advice for yeoLIr device On etir Iabel nc regulatien (21I CURk Part 801I), plas
go to hup //iV\'\V Ia -o vA bout U )A/CetercsO I(ices /C D) Ri-i/: DRI-IC lices/ic in I i5809. hiin lor
[lie Center for Devices and Itadkioujal H-ealth's (CDRI-'s) Off1ice of Comnpliance. Also, pleaise
note the -ectilaion entitled, ''Nisrndinc by reference to premuarket notification (21 ICUR l~art
80797). For qi est i ns regarding the reporting of adverse events under the NID 1) CgulIat ion (21
C U IR P a rt 810 3 ), p le a se g o to ) \i c s S l v/ c p r a r t c n c o i l t l t i o h e C M 1 O f e

of Surveillance and ioieicis/Division of Pestnmarket Surveillance.

YOU imy obtain other gzenra iiilbration on your responsibilities under the Act fromn the
Division of mall Niaiuficturers, Intenrntonal and Consumer A-ssistance at it tl K I-ic UMber
(800) 638-2041 or (301) 796-7100 or at its Internet address

Sincerely yourls

Mark N. IMelkerson
Director
Div\is ion of Surgical, Orthopedic

And Resici-ative Devices
Office of'Dle\'ice Evaluation
Center for Devices and

Radilog i cal H-ealt

lNC losure



Zynex Medical
9990 Park Meadows Dr
Lone Tree, 00 80124.Z N EXMain Office: 800-495-6670
Main Fax: 800-495-6695

ME PIA~r'www.zynexmed.com

INDICATIONS FOR USE

510(k) Number:

Device Name: Combination Neuromuscular Electrical Stimulator, Iriterferential
Stimulator, and Transcutaneous Electrical Nerve Stimulator, Model
NexWave.

Indications for Use:

Interferential Mode (IFC)

*Symptomatic relief of chronic intractable pain, post-traumatic and post-
surgical pain.

Neuromuscular Electrical Stimulation Mode (NMES)

* Muscle Re-education
" Prevention or Retardation of Disuse Atrophy
" Increasing Local Blood Circulation
" Maintaining or Increasing Range of Motion
* Relaxation of Muscle Spasms

Transcutaneous Electrical Nerve Stimulation Mode (TENS)

*Management and Symptomatic Relief of Chronic Intractable Pain, Post-
traumatic and Post-surgical Pain.

Prescription Use 0 -AND/OR Over-The-Counter Use __

(Part 21 CFR 801 Subpart 0) (21 CFR 801 Subpart C)
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